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§46.202

§46.202 Purpose.

It is the purpose of this subpart to
provide additional safeguards in re-
viewing activities to which this sub-
part is applicable to assure that they
conform to appropriate ethical stand-
ards and relate to important societal
needs.

§46.203 Definitions.

As used in this subpart:

(a) Secretary means the Secretary of
Health and Human Services and any
other officer or employee of the De-
partment of Health and Human Serv-
ices to whom authority has been dele-
gated.

(b) Pregnancy encompasses the period
of time from confirmation of implanta-
tion (through any of the presumptive
signs of pregnancy, such as missed
menses, or by a medically acceptable
pregnancy test), until expulsion or ex-
traction of the fetus.

(c) Fetus means the product of con-
ception from the time of implantation
(as evidenced by any of the presump-
tive signs of pregnancy, such as missed
menses, or a medically acceptable
pregnancy test), until a determination
is made, following expulsion or extrac-
tion of the fetus, that it is viable.

(d) Viable as it pertains to the fetus
means being able, after either sponta-
neous or induced delivery, to survive
(given the benefit of available medical
therapy) to the point of independently
maintaining heart beat and respira-
tion. The Secretary may from time to
time, taking into account medical ad-
vances, publish in the FEDERAL REG-
ISTER guidelines to assist in deter-
mining whether a fetus is viable for
purposes of this subpart. If a fetus is
viable after delivery, it is a premature
infant.

(e) Nonviable fetus means a fetus ex
utero which, although living, is not via-
ble.

(f) Dead fetus means a fetus ex utero
which exhibits neither heartbeat, spon-
taneous respiratory activity, sponta-
neous movement of voluntary muscles,
nor pulsation of the umbilical cord (if
still attached).

(g) In vitro fertilization means any fer-
tilization of human ova which occurs
outside the body of a female, either
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through admixture of donor human
sperm and ova or by any other means.

[40 FR 33528, Aug. 8, 1975, as amended at 43
FR 1759, Jan. 11, 1978]

§46.204 Ethical Advisory Boards.

(@) One or more Ethical Advisory
Boards shall be established by the Sec-
retary. Members of these board(s) shall
be so selected that the board(s) will be
competent to deal with medical, legal,
social, ethical, and related issues and
may include, for example, research sci-
entists, physicians, psychologists, soci-
ologists, educators, lawyers, and
ethicists, as well as representatives of
the general public. No board member
may be a regular, full-time employee of
the Department of Health and Human
Services.

(b) At the request of the Secretary,
the Ethical Advisory Board shall
render advice consistent with the poli-
cies and requirements of this part as to
ethical issues, involving activities cov-
ered by this subpart, raised by indi-
vidual applications or proposals. In ad-
dition, upon request by the Secretary,
the Board shall render advice as to
classes of applications or proposals and
general policies, guidelines, and proce-
dures.

(c) A Board may establish, with the
approval of the Secretary, classes of
applications or proposals which: (1)
Must be submitted to the Board, or (2)
need not be submitted to the Board.
Where the Board so establishes a class
of applications or proposals which
must be submitted, no application or
proposal within the class may be fund-
ed by the Department or any compo-
nent thereof until the application or
proposal has been reviewed by the
Board and the Board has rendered ad-
vice as to its acceptability from an eth-
ical standpoint.

[40 FR 33528, Aug. 8, 1975, as amended at 43
FR 1759, Jan. 11, 1978; 59 FR 28276, June 1,
1994]

§46.205 Additional duties of the Insti-
tutional Review Boards in connec-
tion with activities involving
fetuses, pregnant women, or human
in vitro fertilization.

(a) In addition to the responsibilities

prescribed for Institutional Review
Boards under Subpart A of this part,
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